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ww aftr tiffanr ^mo -cfaicro 

CWRffitfb'tm) 

M fte#, 4 WTtf, 2001 
m.^t.Pl. 6(3i).—3f|^#i3ramf¥w, 

WV^'WRlftaTflTpm, 1940 (1940^23) ^ *TRT 12 33 ^ 3PfWgHR NR?T 4H«6K ^3^■qftqrc; n‘i||d9 

(■^Eq far^TFT) 3lfb7£ERT 11 . 596(31), HKtlS 10 ^/fni 2000 % 3TtfH W % tl^m, 3TRTtlRW, *TFT 2, 1311 3 

yicrs (i) Trrdrsr io ^?ni, 2000 1 3 m a'^if’i'M feir w «tt ferff ^ mr) o j 4ri«!’M)' ^ 73^ UMifair^ ^ 

IT'HmT «ft, UKllSf il ‘3®R1 3Tf%RJ^TT ^ Ifsm IfftTCT ^RUT ^ W*I ^ ^ «ft, %1#H flri ^ 3^lfa ^ 
URTp^r % STTSbl aftl ^ 5 TPT Ttp) tjij; 4 . 

aftt "3^1 wnf 3rRr*Tf trrfter 11 -07-2000 ■ararr ^rt aim ^ti ^ 7 it *ft; 

afa; -SfcFsffa u<4>K % ansrcr HT^T % iro«T if kr^T ^ 7W an^qf aftl TJ^rref ’ll: fa^K ^1 ftFIT f ; 

3RI:, 3R, HW ^RT aifvfwi ^ tTRT 12 aftt «TTO 33 5TC1 ¥iPm 4T TPlW W 3fW%T WTi^ 

wcrli^'HK «il4 t) Wltf °tH-l % 3?Tt TTtTTtta 1945 ■ 

t, 3T«1^:— 

1. (1) (5fKmii#i^) fAw, 2001 ti 

( 2 ) ^ IMT? ^ 3P1TRH apt Ttlfhs 3TffT I 

2. afKfa 3fh: UTO O I Hlf l f¥w, 1945 -3 11. 28 

3RT: 7S#ffl f^1T ^Q/TT 3T«lin;:— 


5h) m f^T ^)T 

iihTT aftrwf 

1 

2 

u 29, W#1 ^ 4^41 

3Ti)qlwr%aiE!m4 ^7 3?T1 TT^tfra amtf (h^hT '5111 STNftriT 

% 'Pf ^ Pi*—iRnRstn ?niT % arMt^i 151 ! ^ 1^6 f'Bfjar 31^1 Ri % di’trln 
1^, 31*1^:— 

(i) afrlftl, 1P»q TOR -SRT ai^Rtfel ^39 ?KT 

anrw ilW ^ n w ^ '1 
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(ii) afafa, frpR % TT^T# NfaPH I gTpPBlft#T 3TfiTWTI 

(iii) afarfa t$ wfltjif) rt fxPwltri Pi iff #r WRnt # F PmT % 
gi#r ai^Pq itaff ifrafcT&^warfatjta tOT^ui ftrc#' 
3jWf^'%m3fo3x#xrnnft«R^TT./im3flT PtRErfmarf 
m rtfsiR'XT % m sftr xft 3f«ir r^ OPixT %m aflr ■# Pipf 
WR Pfr tr t, itW i ^ arf^sr sifaPm % ardPt Prgqq %# 
P#W3> 5RT PfftaPT % %R WP*T PP) # Fftspi % pTR ff*J% 
#$7mTTt I 

30. T?PfT(Jt1X ff TP/m PiRhrtXl Tim JJJTI ■qfiiy, <J1T STplpEFT % aitHi-H 4 % XT# an^R afR RRtfPt •T'lTR RR Pi«i*j P>FI% 
if %#f, triy TftTfCf 'sjt'F’T <SI<AH< 11 C 1 T Pld^T) aiO'Td giu aT^f^Rf % Pf> RliFk RT PifK u l % fell/ Wffl EPPT FKI % Ril5F, 
RforfPr arpfflM »fT t, xfPrr afrr nerh arh: Mowa % %r s^te ri thfr r«f arpf^ 

xft?E A' sfBrfwn r*[#r ^ 3ppk #tt a# rr PthPiRski wif % ajtfPr eRtt ; — 

PxPbt#x^PrzafRam ■rP^T (0 srnrm rif#!PhPtoT^' wf( Frwn, RxPmH 

snrftr tw w Rppt *ft t, rri Traiftci afrt "xt wh ^T fa# xr wrmr arrwFfffpT wxPfxt rt 

wnftiiwmwiwi R'siui -ar^ftRf ft 1 

(ii) ^ <T<'S R^o aif^ci PiPtiwi aiRi^iTl %cifinx Pt^vH ajR^Aifiwitj 

x#sr % 3wPt#T fafa xm Pm 122 -w # vmf (i) ff 
faPrPps anfarR if 1 

(iii) #far tw R9ix> ^ '3 #Pt# Ref ■Hkdlx »Ttst 

wi 3 “w*r xm tw" nHlyixi 1 % ar^TPr fafafips 
TEX.3Tif.TfT. 1 aftr ll xftrcsft ^ xfirax, XFtftxi 

XiaftTr ^ ^ fPT % IFF 3FX -q^piT xtheT 1 

(iv) ^%^^Txx%im^aiUxftqTrT% %xxxfRr3FRf^xrmr 
'gProp^ ■#fti 

(v) ^ ^-rT SRI 'HM^lci afrl xfTQr 7 ! Ptilj. XTI T3X X)T % SKI 

AXX PFRI <in^ii 01*1 i fsFXTFTXT yRR^lRlxT % T^RpT 3|-H 

hRrTTx WF5f xpi arpRrreiT xt %^jT xxxEr % xxwrt 
xmrxn^nii'’ 

[XX. R. ipw 11014/7/99-^m.TTX. <afR Tft.W. TJ.] 

*flwy?TT, ■H^'W FTPw 

Rn? Rjoiur ;—^OT Pm RT.mPr. 'Tp5XTTEE28-10/45TEX(l) pFfTXi 21-12-1945 '5KT XTlfVKl PFRRR ^afR^R^’ 

arfm mPrmr 1 - 12-2000 %xx.TFr.Pi. xPsxt 904 ( 3 ?) %sro R#rt Pfxt mi «tti 1 - 5-1979 wmiRyilPw afrxx rr 
toptt xi# Pm, 1945 , Txmr i# xRm wm x'ywx (pxf®x Pim) %.aikPf i# xxxm imp arPrPm, 1940 

(Tr.'St.#. TEX.RXT.-61) RTPT TOSH P aiRlPf^i 11 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 4th January, 2001 

G.S.R. 6 (E). —Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945. was 
published as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at pages 3 to 5 in the 
Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), dated the 10th July, 2000 in the notification of the 
Government of India in the Ministry of Health and Family Welfare (Department of Health), No GSR 596 (E), dated the 
10th July, 2000 inviting objections and suggestions from all persons likely to be affected thereby before the expiry of a 
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period of fort)' five dtp ■ from the date on u 'uch the copies of the Official Gazette in which the said notification were, 
made available to the oublic; 

And whereas copies of the said Gazette were made available to the public on 11 -7-2000. 

And whereas objections and suggestions received from the public on the said draft rules have been considered 
by the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central Govern¬ 
ment after consultation with Drugs Technical Advisor)- Board, hereby mates the following rules further to amend the 
Drugs and Cosmetics Rules, 1945, namely - 

1, (i) These rules may be called the Drngs and Cosmetics (First Amendment) Rules, 2001 
(ii) They shall come into force on the date of their publication in the Official Gazette, 

2. In SCHEDULE K to the Dfugs and Cosmetics Rules, 1945 after item number 28 and the entries relating 
thereto, the following shall be inserted, namely :— 


Class of Drugs 

Extent and conditions of Exemption 

1 

2 


"29. Morphine Tablets The provisions of Chapter IV of the Act and the rules made there¬ 

under which require theft) to be covered by a sale licence, subject 
to the following conditions, namely:- 


(i) The drug shall be supplied by the Palliative Care Centres 
approved by the State Government to terminally ill cancer 
patients. 

(ii) The drug shall be kept under the custody of the Medical 
Officer-in-chargc of the said Centre. 

(iii) The drug shall be purchased from a dealer or a manufac¬ 
turer who holds licence under these rules, and records of 
such purchases showing the names and quantities together 
with their batch numbers, and names and addresses of the 
manufacturers or dealers and the names and addresses of 
the patients to whom supplies have been made shall be main¬ 
tained. Such records shall be open to inspection by an In¬ 
spector appointed under the Act, who may also take samples 
for test. 

All the provisions of Chapter IV of the Act and rules made there¬ 
under which require them to be covered by a licence to operate a 
Blood Bank for collection, storage and processing of whole 
human blood for sale or distribution subject to the following 
conditions:- 

(i) These Centres shall collect, process and transfuse blood 
in emergent situations which require life saving emergency 
surgeries/or transfusion, 

(ii) These Centres shall be under the active direction and 
personal supervision of a qualified Medical Officer, 
possessing the qualifications and experiences specified in 
condition (i) of rule 122-G. 

(iii) Each blood unit shall be tested before use for freedom from 
HIV I and II antibodies, Hepatitis B surface antigen, malarial 
parasites and other tests specified under the monograph 


30. Whole Human Blood collected and transfused 
by Centres run by Armed Forces Medical Services 
in border areas, small mid-zonal hospitals including 
peripheral hospitals. Field Ambulances, Mobile 
medical units and other field medical units 
including blood supply units in border, sensitive 
and field areas. 
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"Whole Human Blood" in current edition of Indian 
Pharmacopoeia. 


(iv) These Centres shall have adequate infrastructure facilities 
for storage and transportation of blood. 

(v) The blood collected and tested by such Centres shall be 
transfused by the Centre itself and may be made available 
for use of other peripheral Armed Forces hospitals or centres 
during operational circumstances." 

[F.No.X. 11014/7/99-DMS&PFA] 
» 

DEEPAK GUPTA, Jt. Secy. 

Foot Note:—The Principal Rules were published in the Official Gazette vide notification No. F.28-10/45-H(l) dated 
21st December, 1945 and last amended vide GSR 904(E), dated 1-12-2000. The Drugs and Cosmetics Rules, 1945 as 
amended up to 1-5-1979 is contained in the publication of the Ministry of Health and Family Welfare (Department of 
Health) containing the Drugs and Cosmetics Act, 1940 (PDGHS-61). 
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